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We strongly agree with the draft 
and IRBs in developing model stx 
“communities representatives” to 
is helpful here. IHS (and the IH! 
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experts” are involved. The entirc 
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available treatments are unprove 
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Because this type of research invol 
informed consent as a. result of the: 
nece&ry, FDA may place a propi 
site) on clinical hold (1) if any of t! 
if the pertinent criteria‘m’21 CFR’: 
met. FDA may disapprove or wi{ 
to comply with “any other applica! 
imposed by an IRB or FDA. ” 1~ 
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II. STUDY DESIGN j 
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about the risks and 1 
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sponsors should pro 
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Subject Study protocols ma! 
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: regulation or s 
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: November 1, 1996. Since that date, 
clinical investigators to interpret and 
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rocedures to be used when feasible. This 
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I 50.24(a)(3)]. Sponsors should provide 
the investigation are reasonable in 
cal condition of the potential class of 
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he study hold out the prospect of direct 

in which emergency care personnel 
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LS an individual’s driver’s license or 
that individual’s~willingness to participate 

LS for conducting emergency research; 
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DlEfiUitiOll The therapeutic v 
evidence, during 
produce a demon 

Therapeutic The therapeutic \: 
Window of treatment to trl 
Rationale sponsor must use 

identify the thera] 
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should be specific 
devoted to seekin 

contact In identifying the 
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Members authorized repres 
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J e.g., cardiac arre 
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may be expected 
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the task of evaluating whether the drug or 
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reases. Thus, the effect of delaying 
E taken into account when determining 
1 be devoted to seeking informed consent 
or providing the opportunity for a family 
pation. 

m and procedures for attempting to 
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“a member of or consultant to the 
-investigation” [21 CFR 50.24(a)]: 
in cases where the licensed physii 
voting due to conflict(s) of interel 
physician member or licensed ph! 
studies to proceed, IRBs should e 
physician member’s affirmative v 

VI. COMMUNITY CONSU 

Under 21 CFR 50.24, communit! 
emergency research protocol for’ 

Community consultation refers to 
decision-making process. As sue 
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